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WARNINGLEITER

.

M Mad D. S&o, President
SAS Group, Inc.
220 white Plains Road
Tarrytown, New York 10591

Re: P1usTronIon ToothbrushSystem

kr Mr. Sobo:

This is a follow-upto your lcftezdatedDecembet4, 1996,which was in reqxmsc to our
November5, 19%, letter to James Hastings, SAS Group, Inc., ccmmning your PlusTron Ion
ToothbrushSystem, intendd to repel plaquewith ion cleansing.This protfuclis cxmddereda
deviceas that terni is dcfti by -ion 201(h)of the FederalFood, Drug, and CosmeticAct (the
Aa).

We have rcvicwd the informationyou submitted in the referencedDaxnbcr 4 letter. The
responseprovidai your rationalefor commerciallydistributingthe PlusTronIon Toothbrush
System without the submissionof a premarkcfnotification510(k). However, the produd
describedin your labelingand advertisingdiffers in sufficientrespectsfrom the product as
described in your argument; therefore, we herewithinform you that the product you arc marketing
is not excludedfrom the premarketnotificationrcquiremeats[5lo(k)], and Good Manufacturing
Pra~ice requirements,as dcscribal in Title 21 Codeof FederalRelations, part 820.

[nitially, you question whetherthe PlusTronToothbrush is 2 cW=; however, you then conclude
that the PlusTron is exempt fkompremarkcznotificationbecauseit fills within the device
classificationregulationcontainedin Title 21 of the Code of FederalRegulations872.6855 (21
CFR 872.6855). For your information,the deviceclassifiedas a manualtoothbrush is &mpt
from prcmarket notifi~tion per section5lo(k) of the Federal Food, Drug, and CosmeticAa;
however, your labelingmakes such clahns as “... IONICCLEANSINGACTION.,,”, and
“...MORE THAN A TOOTHBRUSH...”. llmse clahns go beyondthose for devicesmeeting the
classificationfor a manualtoothbrush(21 CFR 872.6855), and require the submissionof a
premarketnotifhtion which must be found substantiallyequivalentby the FDA prior to
commercialdistribution.

Our records indicatethat your firm has Mled to submit a premarketnotification[5lo(k)] for this
device. Failure to submit a 5iO(k) at least 90 days prior to offering this devicefbr sale in
interstatecommerceresults in this devia being considcxedmisbrandedwithin the meaningof
section502(0)of the Act. Further, becausethis devicehas not yet been foundsubstantially
equivalentto a prwlicatedevice through the reviewof a 5 lo(k) submission, MS device is also
adulteratedwithin the mahg of sectionSOl(f)(1)(B)of the Act, in that k has been offerwlfor
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sale in interstatecmmmercefor the first time after May 28, 1976,thereby statutorilyclassi~ing it
as a Class III device, and it fails to have, as requiredunder section515(a), an approved
applicationfor premarketapproval(PMA), and it is not exempt from such requirementunder an
InvestigationalDeviceExemption(IDE) [sedon S20(g)].

You should take prompt aaion to correct these violations. Continueddistributionof the deviu
may result in regulatoryactionby the Food and Drug Administrationwithout fhther notice.
7MXSCactions include,but are not limited to, injunction,seizure, and/or civil ~lties.

Federal agenciesarc advisedof the issuanceof all WarningIxttczs about devicesso that they may
take this informationinto accountwhenconsidedng the award of contracts.

Please reply to this office, in writing, within 15 daysof the receiptof this letter, describingthe
specificsteps you have takca to correct the notedviolations, includingsteps takea to prevent the
rccurrenczof similar violations. If the violationscannotbe correctedwithin 15 days, explain the
ream and provide a time line specifyingthe time withhIwhich correctiveaction will be
compleled.

A mpy of this letter is being sent to the responsibleFDA Dkri~ OffIce. Pleasesend a copy of
your rmponse to the District Director, New York Distrh, Food and Drug Administration,850
Third Avenue,Brooklyn, NY 11232. We request that any action being taken to removethis
product from the marketbe reportedto the above mentionedDistrict Offk

Youi responseto this letter should be sent to the attentionof Mr. Jack Hessman, Dental, ENT
and OphthalmicDevicesBranch,HFZ-331, at the letterheadaddress.

Sincere]y yours,

/’/ LillianJ. Gill ,/

L‘ Director
omh of Compliance
Center for Devicesand

RadiologicalHealth

cc: James Hastings, SAS Group, Inc.


